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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tinne may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date.of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filecJ on 05 October 2006 . 
2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) 2,4,6 and 8-11 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1,3,5 J and 12-15 is/are rejected. 

Claim(s) is/are objected to. 

8) ^ Claim(s) 1-15 are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .1 21 (d). 
1 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * cO None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) □ Notice of References Cited (PTO-892) | 4) □ Interview Summary (PTO-41 3) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) f Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) CD Notice of Infomial Patent Application 

Paper No(s)/Mail Date . 6) O Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./l\/lail Date 20061222 



Page 2 

DETAILED ACTION 

I 

Election/Restrictions 

Applicant's election with traverse of SEQ ID NO: 2 in the reply filed on 10/5/2006 is 
acknowledged. The traversal is on the ground(s) that it would not be burdensome to search all 
fifteen sequences. This is not found persuasive for reasons set forth in the restriction 
requirement sent 1 2/1 8/2002. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1, 3, 5, 7 and 12-15 are under consideration. 

Withdrawn objections/rejections 
The new title of the invention is acknowledged. 

The rejection of claims under35 U.S.C. §112, 2"*^ paragraph is withdrawn in view of 
applicants amendment. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 3, 5, 7 and 12-15 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter rejection. 

In response to the first office action, applicants amended the specification, introducing a 
sequence listing containing fifteen sequences that were not part of the original disclosure. 

As stated in the first office action on the merits, Tables 1-3 list a number of identifiers of 
genes, but fail to indicate what the sequences are (which sequences are necessary to practice the 
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claimed methods), nor do they provide clear identification of the intended sequences, nor where 
such can be obtained. As such is essential to the practice of the invention, the written description 
fails to support the claims. Further, the specification states at page 4 that the tables are "based on 
the Incyte, Inc. mouse cDNA array," This is not a disclosure of sequences contained in such 
array, as such is proprietary, is not static, and is not available to the Examiner or to the public at 
large, and the Examiner cannot determine how the tables are "based" on such, nor whether the 
designations therein can be correlated to specific sequences. Further, the specification states 
that the genes of Table 1 are upregulated in "Yl" cells, but fails to identify those cells; a search 
of the ATCC website revealed no cell lines designated "Yl", so they appear not to be publicly 
known. Accordingly, in addition to not identifying the particular genes, the specification as 
originally filed does not even provide an adequate written description of what cells the genes 
were isolated from, nor even the species of animal of origin. 

It is further noted that as no specific reference has been given for each of the sequences in 
the tables, it cannot be considered that such have been incorporated by reference (although such 
incorporation by reference would itself be improper). 

Therefore, the amendment to introduce fifteen sequences into the specification and claims 
is not supported by the tables referenced by applicants, and constitutes new matter. 

In addition, the amendment of the claims to state that the method uses a threshold of "at 
least a two-fold increase" is new matter. The Examiner cannot locate, nor have applicants 
pointed out, basis for said limitation in the specification as originally filed. 

Finally, applicants are cautioned that, should the new matter rejection be overcome, the 
rejection under 35 U.S.C. §112, first paragraph would be maintained on the basis of lack of 
adequate written description of "human genes homologous" to the murine genes in question. 

Conclusion 



No claim is allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 



Any inquiry conceming this communication or earlier communications from the 
Examiner should be directed to Lorraine M. Spector. Dr. Spector can normally be reached 
Monday through Friday, 9:00 A.M. to 3:00 P.M. at telephone number 571-272-0893. 

If attempts to reach the Examiner by telephone are unsuccessfiil, please contact the 
Examiner's supervisor, Ms. Brenda Brumback, at telephone number 571-272-0961. 

Certain papers related to this application may be submitted to Technology Center 1600 
by facsimile transmission The faxing of such papers must conform with the notices published in 
the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 (December 28, 1993) 
(see 37 C.F.R. § 1.6(d)). NOTE: If Apphcant does submit a paper by fax, the original signed 
copy should be retained by applicant or appUcant's representative. NO DUPLICATE COPIES 
SHOULD BE SUBMITTED so as to avoid the processing of duplicate papers in the Office. 

Official papers filed by fax should be directed to 571-273-8300. Faxed draft or informal 
communications with the examiner should be directed to 571-273-0893. 

Information regarding the status of an application may be obtained firom the Patent 
Application Information Retrieval (PAIR) system. Status information for pubUshed applications 
may be obtained firom either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free), /f 



final action. 
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